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Office Action Summary 



Application No. 

09/831 591 


Applicant(s) 

SUGIYAMA ET AL 


Examiner 

Bradley L. Sisson 


Art Unit 

1634 





Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

I) 0 Responsive to communication(s) filed on . 

2a)D This action is FINAL. 2b)l3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) [X3 Claim(s) 1-5.11.13 and 14 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 1-5.11.13 and 14 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

1 0)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

II) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)KI Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)M All b)D Some * c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. H Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) M Notice of References Cited (PTO-892) 

2) □ Notice of DraftspersotVs Patent Drawing Review (PTO-948) 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 

Paper No(s)/Mail Date . 



4) [3 Interview Summary (PTO-41 3) 

Paper No(s)/Mail Date. . 

5) □ Notice of Informal Patent Application (PTO-152) 

6) □ Other: . 
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DETAILED ACTION 

Restarting of Response Period 

1 . As provided for in MPEP 7 1 0. 06, the period for responding to the Office action of 27 
February 2004 is reset to run three (3) months from the mailing date of this Office action. 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

3. Claims 1-5 and 13 are rejected under 35 U.S.C. 102(b) as being anticipated by Mills et al. 
(Proceedings of the National Academy of Sciences, US, May 1979, Vol. 76, No. 8, pages 2232- 
2235). 

4. It is noted that the publication of Mills et al is newly cited prior art. It is also noted that 

this newly cited prior art was known to applicant prior to filing (see page 3, lines 2 1-22, of the 

specification) yet not disclosed to the Office in an Information Disclosure Statement. Applicant 

is reminded of their "acknowledged duty. . as set forth in their signed "Combined Declaration 

and Power of Attorney." 

I acknowledge tbs duty to disclpse all Monrntim X know xo W tol&wcM to p&mt&bffity m accordance w*«h 
Title 37. Cadt at F*utoai Regulations, § 1 ,56, 

5. Claims 1-5 and 13 are al drawn to "a hybridization probe." For convenience, a claim 1 
(amended) is reproduced below. 
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L (Amended) A hybridation probe ttojgg^^ of specifically 

one at mo m iiiicle&Ejfe ^ of labeled ^uckotides. labeled 

additional l^^kklNH*!^^ 





m4$mm$A*^^ weata affinity of hy tog&n bonding m hmz pairing with 

bases of the targel nucleotide sequence when compared with $m tkmm of hydrogen, bonding in 
m &'t pmt, m m s/u pair,, md in a. gfc pain 

bjcgg^ labeled nucleotide 

^riv^ive; and 

c)js &B*H^g introduced into the DNA to ht labeled through R\ieieodde--ackling reaction 
with terminal transferase. 

6. As seen above, the claim recites the limitation that the "nucleotide derivatives" are added 
via the action of a "terminal transferase." Accordingly, the claim, for purposes of examination, 
has been interpreted as a product-by-process claim. Attention is directed to MPEP 2 1 13 (R-l), 
reproduced below. 




be tob&te4^4h^Aed nucleotide sequence 
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2113 [IMJ ftrodBCt hy JPlticess CMmm 

moBvc t m mocmB claims are not umihd to the 

MANOPOLAIIOHS OF THE RECITED STEPS, OMX THE STOXJCTURJE 
IMFOEB BY 1HI 

*% Ejven thotgh prodiict^j-process dwm are farted by and de&n&d by tie process, 
d&mranation of patcntab2*^ k based on the product itsefit Hie paies&biify of a predict 
does oof depend on is method of production If Hie product to the prodtje^by-process 
claim is tie same as or obvio^ from a product oi ilt^ prior art, the claim is impatettable 
even StougPi fee price product was made by & different process," In m Thorpe, 7 77 
F.2d 695,698, 227 OSPQ 964, 9«6 (Fed Or. 1983) (citato omitted) (Clatawas 
directed to a jkwqI&c color develops The process of makeig the developer was 
allowed. The dffferc&ce between the inventive process sad thepiior art was the MdMor* 
oftnetal omde and carbolic add as s^trate u^edi^as instead of addiagtfie iwe 
expensive pr ^reacted metat carboxylate. The produd^-proeess diim was rejected 
bscau&e fee aid product* in boift the prior art and the allowed process, ends up 
containing met al carbOM^ate. The feet that the metal caiboxylate Is not directly added, 



but is bste&d produced m-&iu does not change the end product). 

7. Mills et al., page 22, left column, last two paragraphs, discloses production of PCR 
amplicons that comprise both normal dNTPs as well as derivatives thereof, wherein said 
nucleotide derivatives comprise inosinic acids as well as labeled nucleotides. 

8. While applicant defines their product as a "hybridization probe," such speaks to intended 
use and does not speak to there being a material difference between the nucleic acid being 
claimed (a.k.a. a hybridization probe) and that disclosed in the prior art (an amplicon produced 
through polymerase chain reaction (PCR)). Accordingly, the amplicons produced by Mills et al., 
are considered to meet the structural requirements of the ("hybridization probe" claimed 
instantly, and as such, claims 1-5 and 13 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Mills et al. 
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Claim Rejections - 35 USC §103 

9. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

10. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3 . Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

1 1 . This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR L56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C 103(a). 

12. Claims 1 1 and 14 are rejected under 35 U.S.C. 103(a) as being unpatentable over 

13. Chenchik et al., (US Patent 5,565,340) in view of Mills et al. 

14. Chenchik et al, column 1 1, disclose kits that comprise reagents used in performing PCR, 
and that the kits may also comprise added reagents, including terminal transferase. 
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15. Chenchik et al., do not teach explicitly of including inosinic acids. 

16. Mills et al. discloses performing PCR with inosinic acids. 

17. It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to have included inosinic acids in the kit of Chenchik et al., as Mills et al., teaches 
explicitly of using inosinic acids in PCK and the kit disclosed by Chenchik et al., is to comprise 
those very reagents that are used in performing PCR. In view of the detailed teachings, the 
ordinary artisan would have been both amply motivated and would have had a most reasonable 
expectation of success. 

18. Accordingly, and in the absence of convincing evidence to the contrary, claims 1 1 and 14 
are rejected under 35 U.S.C. 103(a) as being unpatentable over Chenchik et al. (US Patent 
5,565,340) in view of Mills et al. 



Conclusion 

19. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bradley L. Sisson whose telephone number is (571) 272-0751. 
The examiner can normally be reached on 6:30 a.m. to 5 p.m., Monday through Thursday. 

20. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on (571) 272-0782. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

21. Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
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applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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